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May 28, 1997 


The Honorable Roderick R. McKelvte <. 

United States District Court for the District of Delaware 
844 King Street 
Wilmington, Delaware 19801 

Re: The Johns Hopkins University, et al. v. CeUPro 
C.A- No. 94-105 RRM 

Dear Judge McKelvie: 

Plaintiffs have filed today the declaration of Dr. Scott Rowley and request that, to the 
ext en t the Court considers the dinidan declarations submitted by CdlPro in connection with 
plaintiffs’ pending motion for equitable relief it also consider Dr. Rowley’s declaration. 

Dr. Rowley is the physician in charge of collecting, processing and reinfusing peripheral 
blood and bone marrow used in all clinical transplant procedures at the Fred Hutchinson Cancer 
Research Center (“FHCRC"), where CellPro’s avidin-biotin column technology originated. His 
responsibilities include all item cell selection and tumor cell and T-cefl purging procedures done at 
FHCRC using either CeUPro's Ceprate® SC system or Baxter's Isolex® 300 system, both of 
which are being used at FHCRC in clinical trials. 

Dr. Rowley’s declaration should help to dear up some of the misinformation contained in 
CellPro’s papers in opposition to plaintiffs’ motion. Among other things, Dr. Rowley’s 
declaration shows that 

• FHCRC has treated nearly twice as many patients using the Baxter system as the 
CeOPro system. 

• Dr. Rowley and his technicians prefer the Baxter system over the CellPro system 
because it achieves consistently superior purity of CD34 positive cells and is 
substantially more effective at tumor cell depletion. 
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• If CeflPro’ s Cep rare® SC system were unavailable, FHCRC could meet its stem 

cell processing needs using Baxter’s Isolex® 300 system. 

Dr. Rowley's declaration leads us to bring up another matter we would Kke to d is c uss 
with the Court during Friday’s teleconference. It has come to our attention that CdlPro has 
sought, by various meaaa, to clinicians who signed declarations at plaintiffi’ request 

We believe that this should stop immediately and that the Court should direct CeflPro to take no 
action to punish, threaten, or otherwise intimidate clinicians in retaliation for their 

willingness to give sworn testimony to the Court 

Respectfully submitted, 

'UX- UX^. 

Donald R. Ware 

cc: Coe A. Bloomberg, Esq. 

Gerard M. O'Rourke, Esq. 

William J. Marsden, Jr., Esq. 

Steven J. Lee, Esq. 

Michael Sennett, Esq. 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 


THE JOHNS HOPKINS UNIVERSITY, 
BAXTER HEALTHCARE 
CORPORATION, BECTON 
DICKINSON AND COMPANY, 

Plaintiff, 

v. 

CELLPRO, 

Defendant 


§ 

§ 

§ 

§ 

§ 

§ 

§ 

§ Civil Action No. 94-105-RRM 

§ 


§ 


DECLARATION OF DR, SCOTT D. ROWLEY 


William J. Marsden. Jr. (#2247) 
Joanne Ceballos (#2854) 

Michael S. McGinnis (#3203) 
POTTER ANDERSON & CORROON 
350 Delaware Trust Building 
Post Office Box 951 
Wilmington, Delaware 19899-0951 
OF COUNSEL: (302) 984-6000 

Donald R. Ware Attorneys for Plaintiffs 

Foley Hoag & Eliot 
One Post Office Square 
Boston, Massachusetts 02109 

Steven J. Lee 
Kenyon & Kenyon 
One Breadway 

New York, New York 10004 

Michaei Sennett 
Beil Boyd & Lloyd 
Three First National Plaza 
70 West Madison Street 
Chicago, Illinois 60602 

Dated: May 28, 1997 
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PECLARATTO tUlF ML SCOTT P. &OW LEE 

I, Scott D. Rowley, M.D., hereby declare: 

1. I am an attending physician is the Cinteai TrtripUnt Program at the Fred 

Hutchinson Cancer Research Center ("FHCRC") in Seattle, Washington, and Director of the 
Clinical Cryobiology Laboratory, the Apherias 1 iirit, and tb« Done Marrow Harvest Team at 
FHCRC. In addition, 1 am AaaoeiatoPTofeeaor ofModicfciB el the Udverahy pfWaifaingtnn 
School of Medicine, itm a co-author of 73 puolhhcd triaatiSc papers in peer-mievred journal* 
and a doaaa hoolc chapters in the Adds of oncology, hwnatopotgtic stem cel trmpbmtitiop, and 
related subjects. I have editorial respqnebilhiaa fer two rtftreed journals, Journal of 
Haraatotharapy tad Journal of Cancer Therapy and Control. I am also tha Pres id ent-Elect of tha 
I nt e rn a tion a l Society of gcaetctfaoipy and Graft Eagaaering CTSHAGE'’), a p nifi naa twi a l 
acgtnixniofi (Uictfsd to oil! proconiflf fhc t wflWv i j witffio ctll 

therapy. A oopy of my Curriculum Vitae is attached hereto as Exhibit A 

2. FHCRC it me of the wotid’a leading centen far hematopoietic stem cell 
transplantation. In the past five yean, vw performed, on swage, mote than 400 traaspianu per 
year for adult and pediatric patients suffering ftomnedigtjaneiae and other diseases of the blood 
and immune systems. In the course of my earner I here bean involved in several thousand 
trarapiantaboc procedures. 

3- In toy capacity as director cf clinical cryobiology at FHCRC, I have 

responribiSty fee coilechoa, pmcradng ayopraervation, and rehtfision of all bona marrow nd 
penpharaJ Wood catapaatet* used in ail clinical transplants at FHCRC and is moat ♦ — «pi— at 
coiiebontiogiuatiiutkKuintbeFugstSoundam. These responsibflltiei eacoi npa ae ell stem ceil 
♦election and tumor and T-oefl purging procedures done at FHCRC using both CeDPro’s 
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Copreo® SC fyvtan aod Qixter’i Isolate® 300 vyitca. The receutiy publksaxi suss cell 
•election and tumor c*U putgiag pnxou pedbnnsd for CeilPrc’s pre ri da nt , Rick Murdock, wu 
done stFHCRC under my supervision. The statements made in this dadantion are made on my 
own personal knowledge end are baaed on ray otpcrisnoe and my review of data leapt it IHCRC 
in the ordinary ooane of bucaea, 

4. Iran personally fhiriHar with the eapehiKtics qfDestcr’s laalg t® 300 Stew 

Cell Sanction System tad CsIIPto'i Cepnte® SC Stem Cell Concentrator system, both of which 
are currently being used under my wpervitian at FHCRC. Beginning in 1st* 1994 end continuing 
to date, we have used Barter's system in transplant procedures for t total of 47 patients (19 
autologous and 28 allogeneic). In that same period, wchiveueniCallPro'isy*em in transplant 
procedures fere total of 27 pedants (7 aatologoua and 20 aflegeneie). 

i. i recently oomplaod an KDA-approvcfl efimeal trial sting Baxter's lsoier® 

300 system for t he pro cessing ofpariphefil blood stem cefliftyMtologouitra mp la nTa tioo in 
patisoa with B-iymphoid maligiandes, including non-Hodgkin’s lymphoma, multiple myeloma, 
and chronic lymphocytic leukemia. I wu Principal Investigator in tlmtrM, in which a total of 19 
patients were transplanted batweae IP95 and 1996. Following high does chemotherapy. the 
p a tien ts wwe idnfljasd with was ceOs harvested fiom that periphanl blood and purified uaing 
the Baxter Iaofcr® 300 system. Initially, we uaad the Baxter Isotac® 300 SA device, and 
b e gmnmg in 1996 weuied the acww model, called daclsokx® 3001, which automat es the 
process end shottm the processing time. The Baxter tyrtannare a mno o d o re J antibody specific 
ibr the CD34 antigen and an inrnntnomagnetie sepentiontadaique to aelect CD34p«ehxwe oella. 

Inthia t ea hniq ue, the CD34 1 cella initially attach to pwuagppUc mtcrospherc*. Tha calls an 
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pasted ow a magnet to ooJiectthe CD34+ oefls and arc then released from the microapheres 
miing either enzymatic treatment with chymopapain or competitive binding with e lymhedc 
peptide. For panama treated nafag the Isoler® 300 SA, in acme cam we used the ehymopepein 
releue and in others we uaed the paptideiaieaie. In ril cam in which the lsoiex$ 300i was used, 
the release of oelU wu accomplished using the synthetic peptide. 

6. The results of this oh* were highly etocaaafiiL JUnfitaioa ofperipheral 
blood item edis pro oe— domng the Baxter davicee resulted in rapid end eutemed engraftmeot: 
thr median linn to n hinvn plelrtt mnifiiefin infirm rrdrfirr wnijtur 9 rleyi L and thn mrdien liim 
to peripheral blood neutrophil count of over SOOAiLwuj tut 11 days. The Bather devisee 
produced high H>34+ purity, avenging 90.t% and oegiqgai high »9t.7%. The date showed 
thet tm ayi e nting highly purified euncdls obtained by cae of t he Baxte r lyataa routes in. rapid 
eugfiltuert whan cithg the IiolaacS 300 SA or the boloxOOOiii used, and that tha nine 

dinleal rt«mh« f arJrfwwj trpwpaaiwa nf q/WW ttm gjiymopapairi gr thff 

peptide relearn. The advantage of using highly purified CD34 poutive cods hi transplantation is 
that the high purity tnuiataa into significant daplsrion of unwanted CD34 negative calls, such u 
tumor cells. 2 b eur study uaieg the Baxter devisee, (he CD34 posttve purixiea in the ceB 
compostiotu translated into depletion of 99.96% ofCD34 negative cefls (range 99.61-99.99%). 
Inmy opinion, them results oond&n the ta&ty and cficacy of tba Baxter (yearn for amoiogous 
item cell transpUai. 

7. I am co-inreetigatmk another ongoing eHnkml trial ttFHCTLCthex uses 
the Baxter Isols*® 300d ir oflof ande (deaoT) tramptnadoa of peripheral blood stem cdb in . 
otder pedants wearing front advanced hematologic tnehgnanciea, iadudiag acute myeloid 
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Iqu te ia U, acute lymphocytic lcuianix, aoo-Hcxdgkin’j l ymphom a, chronic myeloid I wilram k, and 
tmikipl* Cty^orna, Twnniy^igfcipvdeatthavnboenwaied thus fhruadcr the protocol. Median 
CD34+ purity mi 92% usngthe Baxter lyawr. Tha ptriami experienced rapid eagxeftmeat. 
Thu rudy hu ahown that CD34 enrichment using the Baxter system remervn* up to 4 log* 
(99.99%) of T oalla aadfidaoeeaoute graft vmu homduaaeo^iJVHD). 

8. Ctfaddmatity , mnthrr im nigitnr at Ki if Ff n conducting « 
aflogaeic trial umg CaBPro'a CcprmcE SC devictfcrpfocaieflg of peripheral blood (Com ceQa, 
following the *•*** protocol ai the Baxttr aHogeoetc trial except for the device used to proccsi 

tfaaodb. To date, data from ti*a two triala haaatonm that the Baxter deidoaptovidea auperior 
H tpt — jpg ofuirwiatadlyapikacytmiflthea^ectadoaUpopqlatiae. 

9. Ovmfl, our data have ahown that the Baxter and CdPro ayateme provide 
•qtfvaieot yield ctf CD34+- calk (Le, number of CD34+ sella in aeketed population aa compared 
to nnotoer of 0)34+ cefla is oopnal, unproewed popolatioiO, but that the Baxter aystea 
|m>videt<XBia^taidyiuperior CD34 positive parity (and, conwpcmdiflgfy, wperiordeplrnkmof 
unwanted CD34 nagafiva edit, including tumor oaOa). 

10. To * the Uua cusdusan, another kvodgsor 9t I99CBC In Mtt 

coaductiflg m autologous pcripheil blood stem ced transplant trial Ar patient I luffiaing from 
chrotnc lymphocytic faukenaa The original protooolftr that trial epedteuae of CaflPre'a 
Ceprateft SC device. Ho w e ver, because of the concentration of tu mo r oefla that renamed in the 
call cmptfi^odi thflt were h*rvMt»d fWwi petionfi in tb* trial «ad procnod oatag tfcoC^DPro 
dovioo, the a^arigitor fa pinning to mod tht pcotoool in pi dw iuuntl»iBnw device 


iittndaftte CcilPro dtvlct. 
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LI. Baaed upon iIm data generated it FHCRC and my own personal 

expornooM with the CdlFro and Barter systems, it is my opinion that the Barter system achieves 
fupaio* results for both autologous md sflogeaeic R«n eefl transplants. I ban* dismissed tha 
m*riu of both system with the teefaadans in ay laboratory ** FHC3-C who cr>«r»t» then fi>r 
ofedcal psoceiaa* aiui thay Hbewue have atatad Hwr prefer**** for the Baxt® syeram beeaueaof 
bcac iteuhtthat rt provide* In mkhtiraa, it is my opinion, based upend* data I h*ve 
reviewed at FHCRC and axy knowiedg* of tha CaflPre system, the the C*BPtq syxcm, as it exists 

today, is suhetarttafiy lam attetive than tlmBartm system for deleting tumor cells. , 

12. As tnmmarwd above, I westespowide for the caQecdgn and pioneering of 

pcdpfaail blood used in Rki Murdock* s transplant procedure in 1 996. Weused tb* Ceprtte® 
SC aystan in that preoodurc, in Mwordauec with * protocol ipedfied by CcQPiu and epproved by 
Mr. Murdock's attending phymMn. The procedure involved wo rtepa: a tumor pursing cap 
unag nwnodootl antfoodiee specific fee the CD19 and CD20 antigens expressed ocB ceH*,anda 
Hem cell selec tion step using a monoclonal antibody (12.8) s pe cific for die CD34 antige n 
expressed on stmedb. Based upon aymcpariencewtbti»B«*mIad«* 300 eymem and the 
d*tn gaomted ftwn the use of thet ayitcm in elbdoal triab at HICRC, k la my opioioa (bet the 

•ems eoabnscioa of steps uaed in treadsg Mr. Mudock could be per&mednnth equal arbedar 

reeuka using tha Baxter system. 

13. In &ct, at EECRC we am planning to imtiata a new ctiniaal trial that will 

use the oombfasttlon of CD34+ selection and CD19/CD20 tumor cefl pinging for treatment ofB 
cell maHgflattaeg. T at" ***** princip al h i *i»io«t af fer dli cal, and I 'will u>c af the Baw 

ayscim in the protocol. 
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CURRICULUM VITAS 

Sew DfflJSlaa Rg^ey, M.D 


SgCiat Security No 


022 - 33-9413 


Gum>ntApcQ*nniflnta 

Research Canter. 

University: 

Hospital: 


Addressee 

Office: 


Home: 


Personal and family 
Date of Birth: 
Place of Birth: 
Marital Status: 
Wife’s Name: 
Veer of Marriage: 
Children: 


Associate Mamtoer 

Fred Hutchinson Cancer Research Center 

Associate Professor of Medidne 
University of Washington 

Active staff. Medicin e 
Swedish Hospital 
Seattle, Washington 


Fred Hutcnlnson Cancer Research Center 
1124 Columbia Street 
Seattle, Washington 98104 

Tel. (206)66741914 
Fax. (206) 667-6547 


8001 SE37* Place 

Mercer Island. Washington 98040 

Tel. (206) 232-3287 


July 1.' 1952 

Ft Campbell, Kentucky 

Married 

Phyllis Liberman 
1979 

Rebecca Hannah 
Sarah Julie 


Yean 1983 
1986 



v d i • u y u (l u>on u • a . 


o - — O -0-1 ~ • II- *V 


Education 

1870-74 

1974-78 

Portoraduata TniniOfl 

1978- 79 

1979- 8C 

1979-81 

1960-81 

1981-83 

1981-83 

1981-83 

1981-83 

1983-34 

1963-84 


CURRICULUM VITAE • 
Smff Dougla s Rawiev M D. 


BA (Cum Lauda) 

Wiiiiama College 
Wiliamstown, Massachusetts 

M.D„ University of Massachusetts 
Medcal School 
Worcester. Massachusetts 


Intern. Department of MedJdne 
Rhode Island Hospital 
Providanca, Rhode (stand 

Juntor Assistant Resident 
Department of Medicine 
Rhode Island Hospital 
Providence. Rhode island 

Teaching Fellow, Brawn University 
School of Medicine, Providence, 

Rhode Island 

Senior Assistant Resident 
Department of Meddne 
Rhode Island Hospital 
Providence, Rhode Island 

Assistant in Oncology 

The Johns Hopkins University School of 

Medicine, Baltimore, Maryland 

Assistant in Medicine 

The Johns Hopkins University School of 

Medicine, Baltimore, Maryland 

Associate Staff, Oncology Canter 
The Johns Hopkins Hospital, Baltimore. 

Maryland 

Associate Staff. Medicine 

The Johns Hopkins Hospital, Baltimore. Maryland 

Senior Clinical Feilow in Oncology 
The Johns Hopkins University Schooi 
of Medicine, Baltimore. Maryland 

Senior Clinical Fellow in Hematology 
The Johns Hopkins University Schooi at 
Medicine. Baltimore, Maryland 
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CURRICULUM W1TAE 

Scan Qaufliaa Rowibv.m.q 


rscuiiy-Pcsitipna tis< 

1984-86 

1984-1991 

1984-1991 

1986-1991 

1991- 


Instructor in Oncology 

The Johns Hopidns University School of 

Medicine, Baltimore. Maryland 

Assistant Director, Hemapneresis 
Tr e atment Center, The Johns Hopkins 
Hospital, Baitimore, Maryland 

Member, FiAMYne Active Staff. 

The Johns Hopidns Hospital, Baltimore, Maryland 

Aaaiatam professor of Oncology 
The Johns Hopkins University School at 
Medicine, Baittnors, Maryland 

Associate Member, Fred Hutchinson Cancer Research Center 
Seaffle, WA 


1994- Asscaata Professor of Medicine 

University of Washington School of Medicine 
Seattle, WA 


ttmara 


1974 

Cum Laude, wafiams College 

1988 

Feflovv. American College of Physicians 

Soare Certifirarlnna 

1981 

Oipiomate, American Soars of Internal 
Medicine 

1983 

Diploma ta. Medical Oncology, American 
Board of Internal Medicine 

1984 

Oipiomate, Hematology, American Board 
of Internal Medicine 

Curnent Licenses 

1980 

License to Practice Medicine 
Commonwealth of Massachusetts 

1981 

License to Practice Medicine 
State of Maryland 

1991 

License to Practice Medicine 
State of Washington 
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CURRICULUM VfTA£ 

Scan Dfluciaa 


Marnfaersntaj n Professional Orcanizatims 


1579 

American College of Physician* 

1984 

American Society of Clinical Oncology 

1985 

American Society of Hematology 

1987 

American Asaotiatton of Stood Banka 

1963 

tntemadonai Society of Hematology and Graft Engineering 

1985 

American Society of 8lood enc Marrow Transplantation 

1996 

Foundation tor Acoaditrion of Hematopoietic Ce< 
Transplantation 

Offices Hdd 

1993-1997 

Vice President international Society of Hematotberapy and 
Graft Engineering 

1993- 

Chairman, Legal and Regulatory Affairs Committee, 
international Society of Hematotberapy and Graft Engineering 

1993-1984 

Chairman, Ad Hoe Cellular Therapies Committee, American 
Association of Stood Benia 

1994. 

Member. Cellular Therapies Committee. American Association 
of Blood Banks 

1993- 

Board of Trustees. American Society of Stood end Marrow 
Transplantation 

1996- 

Board of Trustees. Foundation tor Accreditation of 
Hematopoietic Call Transplantation 

gjitofiai ResnonsibiUtias 

1992* 

Journal of Hematotherapy 

1992* 

Cancer Therapy and Control 

Leeal Responsibilities 

1991- 

Clinical Laboratories Directors Committee, Fred Hutchinson 
Cancer Research Center 

1992- 

Ctfnfcai Directors Committee, Fred Hutchinson Cancer 
Research Center 
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1 99 4 - Transfusion Committae, FHCRC 

■•996- Laboratory Ccmmtttea, Swedish Hospital 
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A. Manuscripts in Refer **0 Journals 

1 . Rowley. S.D.. Brown. N.C.: Sadllus subtilis QNA polymerase 111 is required for the replication of ONA of 
bacteriophages SPP-1 and 0105. J. Viral. 21; 483-496, 1977. 

2. Rowley, S-. Colvin. Q.M.. Stuart, R.K.: Human muitilineage progenitor cell sensitivity to 4- 
hydroperoxycydopnosoharnide. Bm. Hemetol. 13 : 295-298, 1985. 

3. Sieber. F.. Rao, S„ Rowley, S_ Saber-Sium, M.; Dye-mediated photolysis of human neuroblastoma cess; 
Implications for autologous bone marrow transplantation. Boon fifi: 32-30, 1986. 

4. Strauss. LC- Rowley, S.D.. ljfiu*ia,V.F., Sharlds,SJ., Stuart. RJC, Own, C.lu AnCganto analysis of 
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VU; FEDERAL EXPRESS 


The Honorable Poena E. Shalala 
Secretary 

Depcrtznem of Health ami Human Services 
Hubert H. Humphrey BuHdtag, Room 6US 
200 Inifcp e uden c e Avenue, S.W. 
Washington, D.C. 20201 


I understand that you lave received a declaration from Dr. Soott D. Rowley winch waa 
filed by Bectaa Didrineoc aadCa/Baxter Health Care In apportion to CeUPro’s request that 
the Department of Health and Human Services execute fa "much-in" right* to the CSvin 
patents. 


Although Dr. Rowley ia a faculty member at Fred Hutchinson Cancer Reaoarob 
Center, the views expressed in Ms declaration are his own asd do not represent the views of 
Fred Hutchinson Cancer Research Center. Fred Hutchinson Cancer Research Center remains 
dimly committed to the views expressed to yon in die letter from me and Dr. Hartwell dated 
April 25, 1997. For the reasons stated in that letter, Fred Hutchinson Cancer Research Cmta 
con t inues to urge the Department of Health and Human Services to enaore that a commercially 
re as o nab le lioeoae coder the Chris patents is offered to CdlPro. 

Very truly yours, 

Fred Hoadnnsou Cancer Research Center ' 
Robert W. Day, M.D. 


cc: Robert Lanman. Esq. 

Dr. Harold Vatinas 


1124 Caiumbi* S t.Y-301 W4.l«n 6 ton *MVM 2nfc667 4302 (FAX) 206 467 S26A 


From: 

To: 

Date: 

Subject: 


A my Ross 
KDRDORD 
5/27/97 I : 55pm 
Scott Rowley 


Dear Rick; 


It is with concern that I read Dr. Scott Rowley's recent declaration regarding 
hie assessment of the CellPro CEFRATB SC and Baxter Isolex SA and looi CD34+ 
cell selection systems- Recently (May 1 - <, 1997) Dr. Rowley and 1 were 
invited speakers at the Peripheral Blood Stem Cells *97 Workshop in Tempe, AZ. 
The workshop , which is designed to provide stem cell researchers and 
technologists with state-of-the-art training data, was co-sponsored by ISHAGE, 
Johns Hopkins University, and the University of South Carolina. During an 
"Ask the Experts" workshop, Mr- Ricardo Sumugod, a stem aell processing 
technologist at the Canadian Red Cross, Winnipeg, Manitoba, Canada, asked the 
panel (comprised of Dr. Rowley, Dr. Stephen tfoga, Dr. Adrian Gee, end myself) 
if anyone could provide a comparison of the CZPRAXS end Isolde systems. Dr. 
Rowley responded that purity end yields varied due to a variety of factors, 
same patient- related and some technology-related. Be did state*. that the new 
Isolex 300i showed somewhat better purities than the CESRATE and the Isolex 
SA. However, he also stated that, from an ease -of -use point of view, his 
laboratory staff liked the CEPRAIE system, as it was more user-friendly. 

These comments are contrary to those stated by Dr. Rowley in hie signed 
declaration of May 19, 1997. I just wanted to make you aware of these 
apparently conflicting statements. * 


Amy Ross 

Division of Diagnostic Applications 


CC; 


JACOSC, RSITBJM, TARNOJS, CELVELG 




April 25, 1997 


Tbs Honorable Dornnt E. Shalaia 
S ec r etary 

D e par t men t of Health and Human Services 
Hubert H. Hump hrey Building. Room 615S 
200 Ind epe nd e n c e Avenue, S.W. 

Washington, D.C. 20201 

Dear Secretary Shalaia, 

We are writing to you in support af CeUPxo's request tbit the Department of Health 
and Human Services exercise its "march-in* rights under the Beyh-Dole Act to the Ctvia 
patents (US. Patent No. 4,963,204. U.S. Patent No. 4,965,680, U.S. Patent No. 5,035,994, 
and U.S. Patent No. 5,130,144), which ate owned fay Johns Hopkins University and were 
developed through gove rnm e n t-funded research. We believe that this action is necessary 
under the circumstances to ensure the availability to the public of a potentially life-caving 
product for patients with breast cancer, lymphoma, and related cancers. 

CellPro was founded in 1989 by Dr. Ranald Berenxm, a clinical investigator at Fred 
Hutchinson Cancer Research Center ("Hutchinson Center”) who developed a unique method 
of isolating and sep ar at ing stem cells that used an antibody directed to a CD34 antigen. 
Subsequently, CellPro l ic en sed the Hutchinson Center's rights to the core technology, which 
was the subject of a pending patent application, and in unparented antK3X34 monoclonal 
antibody designated 12.8. Like the Johns Hopkins technology, both the core technology and 
the 12.8 antibody were developed with federal grant funding. CellPro has diligently 
developed this technology into a nsefhl and life saving p r o duct . CeUPm’s Cqpante SC 
Product, which wit a p pr oved by the FDA in December of 1996. 

As you know, CcHPro is involved in a ewuuenasl d i spute with Bectoa Dickinson A 
Compsny/B axtar Healthcare, (be licensees of the Johns Hopkins technology, involving the 
right to practice the Hutchinson Center and Johns Hopkins technologies. Whatever the 
merits of the parties resp ective legal positions in this dispute, none of the parties should be 
allowed to use pa tent rights developed with federal funds to p rev en t a useful and potentially 
life-saving pro du c t from bring made available to ihe public. 
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Private ownership of the palest rights at issue was roads possible by the Bayb-Dole 
Aa. The purpose of that Act was to promote the cOTimcrxnalization and public availability 
of inventions made in the United States by United States industry and labor. As a licensor of 
many inventions based on go v ern ment funded resea r ch, we share the view of many in the 
research and biotechnology community that the non-judiciou* use of * march-in * rights of the 
government could have a chilling effect on commercialization of government fu n ded 
technology. However, tl* apecial rights granted by the Bayh-Dole Act were not Intended to 
be ned by caaauBccM entities that bexxdit from the Act’s provision to prevent the public 
wfakh fended those very right* from having access to usetbi product*. The situation U evert 
more egregious in ease* such as this, in which the product involved is not only useful, but 
potentially life-saving. At a minimum, we believe it is incumbent upon DHHS and NIH to 
ensure that a c omm e rci al l y reasonably license tinder the Johns Hopkins p a wa s is offered to 
CeBPro. 


Thank you for your consideration of this letter. 

Very truly yours, 


Fred Hutchinson Cancer Research Cente r 


f tu ‘ru., w n / 


Robert W. Day. M.D. 
President and Director 



l, Ph D. 
President and Director Elea 



